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SECTION 6 - 510K SUMMARY

Submitted By: Sherwood Medical Co., 1915 Olive St.,
St. Louis, MO 63103, (314) 241-5700
Contact: C. Winters-Heard, RAC, Regulatory Affairs Manager

The Kangaroo® EntriStar Jejunal Feeding System is substantially
equivalent to the BioSearch Dobbhoff GastroTrac Jejunal Feeding
Tube (K900590), and the BioSearch Dobbhoff GastroTrac Jejunal
Feeding System, (K900624), both currently manufactured by
BioSearch and distributed by Sherwood Medical. Sherwood Medical
Company will manufacture this product line.

The intended uses and components of the of Kangaroo Jejunal
Feeding System are identical to the BioSearch Dobbhoff GastroTrac
Jejunal Feeding Tube and System.

The Kangaroo Jejunal Feeding System is comprised of a gastrostomy
tube and a jejunal feeding tube. The gastrostomy tube is
identical to the BioSearch gastrostomy tube, and is a Foley-type
of catheter. It is a dual lumen catheter with a retention balloon
and outlet port at the the distal end. The proximal end has a
female luer balloon inflation valve and an outlet adapter. The
Gastrostomy Tube allows access to the jejunum by the Kangaroo
Jejun?l Feeding Tube. It is ethylene oxide sterilized to an SAL
of 10*%

The Jejunal feeding tube is included with the system, and may

also be packaged and sold separately. It consists of a polyether-
based polyurethane and will be available in lengths ranging from
18" to 36", and in a range of tube diameters from 6 to 12 French.

Technological and performance characteristics of the Kangaroo
Jejunal Feeding System are the same as that of the Biosearch
predicate device; only the manufacturing site has been changed.

Page 9 of 10
February 15, 1996



